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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S| FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30| days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing dote of this communication. 

• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

• Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustmem. Sea 37 CFR 1.704(b). 

Status 

1 ) K Responsive to connmunication(s) file(d on Jan 27, 2003 ^ . . 



2a) K This action is FINAL. 2b) □ This action is non-final. 

3) n Since this application is in concJition for allowance except for formal nnatters, prosecution as to the merits is 

closecj in accordance with the practice \jn6er Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) SI Claim(s) 23-26 is/are pending in the application. 

4a) Of the above, claim(s) is/are withdrawn from consideration. 

5) □ Claim(s) is/are allowed. 

6) SI Claim(s) 23-26 is/are rejected. 

7) □ Claim{s) is/are objected to. 

8) 0 Claims are subject to restriction and/or election requirement. 

Application Papers 

SjD The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are a) □ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

I !)□ The proposed drawing correction filed on is: a)^ approved b)D disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

1 2) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19{a)-{dl or (f). 
alD All b)U Some* 0)0 None of : ^ 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)n The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

I I □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No|s). 

2) EH Notice of Draftsperson's Patent Drawing Review (PT 0-948) 5) CD Notice of Informal Patent Application (PTO-ISZI 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s). ^ 6) Q Other: 
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cu^ims 23-26 are presented for examination. 
Applicants* amendment and information disclose statement filed 
January 27, 2003 have been received and entered. Accordingly, the 

REJECTION made UNDER STATUTORY TYPE (35 U.S.C. I O I ) DOUBLE PATENTING AS SET 

forth in the previous office action at pages 2 and 3 is hereby withdrawn. 

Double Patenting 

CLjMMS 23-26 ARE REJECTED UNDER THE JUDICIALLY CREATED DOCTRINE OF 
OBVIOUSNESS-TYPE DOUBLE PATENTING AS BEING UNPATENTABLE OVER CLAIMS I "6 OF 

U.S. Patent No. 5,843,934. Although the conflicting claims are not 

IDENTICAL, they ARE NOT PATENTABLY DISTINCT FROM EACH OTHER BECAUSE THE 
PRESENT APPLICATION TEACHES A METHOD FOR MITIGATING THE EFFECTS OF A FUTURE 
ISCHEMIC EVENT IN A SUBJECT WITH THE ADMINISTRATION OF A PROPHYLACTIC AMOUNT OF 
A NON-SEX HORMONE, AND THE PATENTED APPLICATION TEACHES A METHOD FOR 
CONFERRING A CYTOPROTECTIVE EFFECT ON A POPULATION OF CELLS IN A MALE OR 
FEMALE WITH AN ESTROGEN COMPOUND. CLEARLY, ONE SKILLED IN THE ART WOULD HAVE 
ASSUME THE PATENTED APPLICATION'S METHOD IS A PROPHYLACTIC TREATMENT AGAINST 
ISCHEMIA (PRESENT OR FUTURE) SINCE THE ESTROGEN COMPOUND IS USED AS A 
CYTOPROTECTIVE AGENT, THEN TO USE THE SAME ESTROGEN COMPOUND (NON-SEX 
HORMONE) TO PREVENT FUTURE ISCHEMIC EVENT IS OBVIOUS IN THE ABSENCE OF 
EVIDENCE TO THE CONTRARY. 
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Claim 23-26 are not allowed. 

The nonstatutory double patenting rejection is based on a judicially 
created doctrine grounded in public policy (a policy reflected in the statute) 

SO AS TO PREVENT THE UNJUSTIFIED OR IMPROPER TIMEWISE EXTENSION OF THE "rIGHT 
TO exclude" granted by a patent and to PREVENT POSSIBLE HARASSMENT BY MULTIPLE 

ASSIGNEES. See In re Goodman, I I F.3d I 046, 29 USP02D 20 I O (Fed. 
CiR. I 993); In re Long/, 759 F.2d 887, 225 USPO 645 (Fed. Cir. I 985); In re 
Van Ornum, 686 F.2d 937. 2 I A USPO 76 I (CCPA I 982); In re Vogel, 422 
F.2d 438, I 64 USPO 6 I 9 (CCPA I 970);AND, In re Thor/ngton, 4 18 F.2d 
528, I 63 USPO 644 (CCPA I 969). 

A TIMELY FILED TERMINAL DISCLAIMER IN COMPLIANCE WITH 37 CFR I .32 I © MAY 
BE USED TO OVERCOME AN ACTUAL OR PROVISIONAL REJECTION BASED ON A 
NONSTATUTORY DOUBLE PATENTING GROUND PROVIDED THE CONFLICTING APPLICATION OR 
PATENT IS SHOWN TO BE COMMONLY OWNED WITH THIS APPLICATION. SEE 37 

CFR I . 130(B). 

Effective January I , I 994, a registered attorney or agent of record 

MAY SIGN A terminal DISCLAIMER. A TERMINAL DISCLAIMER SIGNED BY THE ASSIGNEE 
MUST FULLY COMPLY WITH 37 CFR 3.73(B). 
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Double Patentino 



Claims 23 is rejected under the judicially created doctrine of 

OBVIOUSNESS-TYPE DOUBLE PATENTING AS BEING UNPATENTABLE OVER CLAIMS \ '2.2. OF 

U.S. Patent No. 6,350,739. Although the conflicting claims are not 

IDENTICAL. THEY ARE NOT PATENTABLY DISTINCT FROM EACH OTHER BECAUSE THE 
PRESENT APPLICATION TEACHES A METHOD FOR MITIGATING THE EFFECTS OF A FUTURE 
ISCHEMIC EVENT IN A SUBJECT WITH A NON'SEX HORMONE, AND THE PATENTED 
APPLICATION TEACHES METHODS FOR CONFERRING PROTECTION ON A POPULATION OF 
CELLS ASSOCIATED WITH ISCHEMIA IN A SUBJECT WITH ENT" I yP'ESTRADIOL (A NON-SEX 

HORMONE). Again, one skilled in the art would have assume that the patented 
application's method is a prophylactic treatment against ischemia (present or 
future) since the active ingredient (ENT- 1 7(3-estradiol) is used as a 

CYTOPROTECTIVE AGENT, THEN TO USE THE SAME ACTIVE INGREDIENT TO PREVENT FUTURE 
ischemic EVENTS IS OBVIOUS IN THE ABSENCE OF EVIDENCE TO THE CONTRARY. 

Claim 23 is not allowed. 

The NONSTATUTORY DOUBLE PATENTING REJECTION IS BASED ON A JUDICIALLY 
CREATED DOCTRINE GROUNDED IN PUBLIC POLICY (A POLICY REFLECTED IN THE STATUTE) 
SO AS TO PREVENT THE UNJUSTIFIED OR IMPROPER TIMEWISE EXTENSION OF THE "rIGHT 
TO exclude" granted BY A PATENT AND TO PREVENT POSSIBLE HARASSMENT BY MULTIPLE 

ASSIGNEES. Sele /N RE Goodman, I I F.3d I 046, 29 USP02D 20 I O (Fed. 

CiR. I 993); In re Longi, 759 F.2d 887. 225 USPO 645 (Fed. Cir. I 985); In re 
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Van Ornum, 686 F.2d 937, 2 I A USPO 76 I (CCPA I 982); In re Vogel, 422 
F.2D -438. I 64 USPO 6 I 9 (CCPA I 970);and, In re Thorington, 4 18 F.2D 
528, I 63 USPO 644 (CCPA I 969). 

A TIMELY FILED TERMINAL DISCLAIMER IN COMPLIANCE WITH 37 CFR I .32 I © MAY 
BE USED TO OVERCOME AN ACTUAL OR PROVISIONAL REJECTION BASED ON A 
NONSTATUTORY DOUBLE PATENTING GROUND PROVIDED THE CONFLICTING APPLICATION OR 
PATENT IS SHOWN TO BE COMMONLY OWNED WITH THIS APPLICATION, SEE 37 
CFR I . I 30(B). 

Effective January I , I 994, a registered attorney or agent of record 
may sign a terminal disclaimer. a terminal disclaimer signed by the assignee 
must fully comply with 37 cfr 3.73(b). 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection 

) 

PRESENTED IN THIS OFFICE ACTION. ACCORDINGLY, THIS ACTION IS MADE RNAL. SEE 

MPEP § 706.07(a). Applicant is reminded of the extension of time policy as set 

FORTH IN 37 CFR I . I 36(A). 

A shortened statutory PERIOD FOR REPLY TO THIS FINAL ACTION IS SET TO 

EXPIRE THREE MOmHS from the mailing date of this action. In the event a first 

REPLY IS FILED WITHIN TWO MONTHS OF THE MAILING DATE OF THIS FINAL ACTION AND 
THE ADVISORY ACTION IS NOT MAILED UNTIL AFTER THE END OF THE THREE-MONTH 
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SHORTENED STATUTORY PERIOD, THEN THE SHORTENED STATUTORY PERIOD WILL EXPIRE 
ON THE DATE THE ADVISORY ACTION IS MAILED, AND ANY EXTENSION FEE PURSUANT TO 37 
CFR I , I 36(A) WILL BE CALCULj<VTED from the MAILING DATE OF THE ADVISORY ACTION. 
In no EVENT, HOWEVER, WILL THE STATUTORY PERIOD FOR REPLY EXPIRE LATER THAN SIX 

months from the date of this final action. 

Any inquiry concerning this communication or earlier communications 

FROM THE EXAMINER SHOULD BE DIRECTED TO EXAMINER K. WEDDINGTON WHOSE 
TELEPHONE NUMBER IS (703) 308- I E35. 




K. WEDDINGTON 



April I 4, 2003 



